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DETAILED ACTION 

1 . Claims 47-52, and 76-9 1 are pending. 

2. Applicants election of Group 3, claims 82-91, drawn to a method of treating tumor with 
antibody, filed 12/2/04, is acknowledged. Because applicant did not distinctly and specifically 
point out the supposed errors in the restriction requirement, the election has been treated as an 
election without traverse (MPEP § 818.03(a)). 

3. Claims 1-81 and 92-95 are withdrawn from further consideration by the examiner, 37 
C.F.R. 1.142(b) as being drawn to non-elected inventions. 

4. Applicant should amend the first line of the specification to update the relationship between the 
instant application and 10/206,361 filed July 29, 2003; which is a division of U.S. application No 
08/629,388, filed April 8, 1996, which is now Pat No. 6,468,530, which is a division application 
U.S. application No. 08/286,430, filed August 5, 1994, now Pat No. 5,686,578. 

5. The reference B20 on PTO 1449, filed 10/8/03 has not been considered and crossed out because 
the relevant journal, volume and pages are missing. 

6. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter, which the applicant regards as his invention. 

7. Claim 84 is rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for failing to 
particularly point out and distinctly claim the subject matter which applicant regards as the 
invention. 

The "minimal recognition unit" in claim 84 is ambiguous and indefinite because it is not 
clear what is meant by the term "minimal recognition unit", as it is not an art recognized term. 

8. The nonstatutory double patenting rejection is based on a judicially created doctrine grounded in 
public policy (a policy reflected in the statute) so as to prevent the unjustified or improper 
timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. See In re Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed. 
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Cir. 1993); In reLongi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 
F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 
1970);and, In re Thorington, 418 F.2d 528, 163 USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) may be used to 
overcome an actual or provisional rejection based on a nonstatutory double patenting ground 
provided the conflicting application or patent is shown to be commonly owned with this 
application. See 37 CFR 1.130(b). 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 CFR 3.73(b). 

9. Claims 82-86 are rejected under the judicially created doctrine of obviousness-type double 
patenting as being unpatentable over claims 1-5 and 10-15 of U.S. Patent No. 6,468,530. 
Although the conflicting claims are not identical, they are not patentably distinct from each other 
because of the following reasons. 

Claim 1 of '530 patent recites a method for treating a mammal having either a multidrug 
resistant tumor that expresses a tumor associated antigen or a multidrug resistant disease caused 
by an infectious agent, said method comprising the step of: (1) administering an antibody 
composite to the mammal, wherein said antibody composite comprises: (a) at least one antibody 
component that binds with a first epitope of a multidrug transporter protein, (b) at least one 
antibody component that binds with a first epitope of an antigen, wherein said antigen is 
associated with said tumor or said infectious agent, and either (c) at least one therapeutic agent, 
thereby forming a polyspecific immunoconjugate, or (d) a biotin-binding molecule or biotin for 
subsequent binding to a biotin-linked or biotin-binding molecule-linked therapeutic agent 
(species). 

Claim 82 of instant application recites a method for treating a mammal having either a 
multidrug resistant tumor that expresses a tumor associated antigen or a multidrug resistant 
disease caused by an infectious agent, said method comprising the step of administering an 
antibody composite to the mammal, wherein said antibody composite comprises: (a) at least one 
antibody component that binds with a first epitope of a multidrug transporter protein, and (b) at 
least one antibody component that binds with a first epitope of an antigen, wherein said antigen is 
associated with said tumor or said infectious agent (genus). Claim 86 of instant application 
recites the method of claim 85, further comprising the step of administering a therapeutic agent to 
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said mammal, wherein said therapeutic agent is selected from the group consisting of cancer 
chemotherapeutic drug, antiviral drug, antifungal drug, antibacterial drug and antiprotozoal drug. 
Although the claims are not identical, the binding specificity of the antibody composite 
(polyspecific antibody) in the claimed method is not different from the pending claim 1 of '530 
patent. Further, the '530 patent are species claims to the genus claims of the instant application 
and therefore read upon the claimed invention. 

Claim 2 of the '530 recites the method of claim 1, wherein said antibody components are 
selected from the group consisting of: (a) a murine monoclonal antibody; (b) a humanized 
antibody derived from (a); (c) a human monoclonal antibody; (d) a subhuman primate antibody; 
and (e) an antibody fragment derived from (a), (b), (c) or (d). The said antibody components in 
claim 2 of the '530 patent are identical to pending claim 83 of instant application which recites 
the method of claim 82, wherein said antibody components are selected from the group consisting 
of: (a) a murine monoclonal antibody; (b) a humanized antibody derived from (a); (c) a human 
monoclonal antibody, (d) a subhuman primate antibody; and (e) an antibody fragment derived 
from (a), (b), (c) or (d). 

Claim 3 of the '530 patent recites the method of claim 2 wherein said antibody fragment 
is selected from the group consisting of F(ab').sub.2, F(ab).sub.2, Fab', Fab, Fv, sFv and minimal 
recognition unit. The said antibody fragment in claim 3 of the '530 patent is verbatim to antibody 
fragment in the method of instant claim 84. 

Claim 4 of the '530 patent recites the method of claim 1, wherein said multidrug 
transporter protein is selected from the group consisting of P-glycoprotein, OtrB, Tel(L), Mmr, 
Actll, TcmA, NorA, QacA, CmlA, Bcr, EmrB, EmrD, AcrE, EnvD, MexB, Smr, QacE, MvrC, 
. MsrA, DrrA, DrrB, TlrC, Bmr, TetA and OprK. The said multidrug transporter protein to which 
the antibody binds in the method of claim 4 of the '530 is the same as the pending claim 85 of 
instant application. 

Claim 5 of the '530 patent recites the method of claim 4, wherein said therapeutic agent 
of said polyspecific immunoconjugate is selected from the group consisting of radioisotope, 
boron addend, toxin, immunomodulator, photoactive agent or dye, cancer chemotherapeutic drug, 
antiviral drug, antifungal drug, antibacterial drug, antiprotozoal drug and a chemosensitizing 
agent. However, Claim 86 of instant application recites the method of claim 85, further 
comprising the step of administering a therapeutic agent to said mammal, wherein said 
therapeutic agent is selected from the group consisting of cancer chemotherapeutic drug, antiviral 
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drug, antifungal drug, antibacterial drug and antiprotozoal drug. The therapeutic agent such as 
cancer chemotherapeutic drug, antiviral drug, antifungal drug, antibacterial drug and 
antiprotozoal drug in the claimed method appear to be the same cancer chemotherapeutic drug, 
antiviral drug, antifungal drug, antibacterial drug, antiprotozoal drug and a chemosensitizing 
agent as that of claims 5 and 10 of the issued patent. 

Claim 11 of the '530 patent recites the method of claim 5, further comprising the step of 
administering an immunomodulator, wherein said immunomodulator is selected from the group 
consisting of cytokine, stem cell growth factor and hematopoietic factor. The immunomodulator 
in the method of '530 patent appears to be the same immunomodulator of the pending claim 87 of 
instant application which recites the method of claim 86, further comprising the step of 
administering an immunomodulator, wherein said immunomodulator is selected from the group 
consisting of cytokine, stem cell growth factor and hematopoietic factor. 

Claim 12 of the '530 patent recites the method of claim 11, wherein said cytokine is 
granulocyte-colony stimulating factor, which is the same cytokine as that of claim 88 of instant 
application. 

Claim 13 of the '530 patent recites the method of claim 11, wherein said hematopoietic 
factor is thrombopoietin, which is the same thrombopoietin as that of pending claim 89 of instant 
application. 

Although the claims are not identical, the binding specificity of the antibody composite 
(polyspecific antibody) in the claimed method is not different from the claims of '530 patent. 
Further, the '530 patent are species claims to the genus claims of the instant application and 
therefore read upon the claimed invention. 

10. Claims 82-89 are provisionally rejected under the judicially created doctrine of obviousness-type 
double patenting as being unpatentable over claim 91 of copending Application No. 10/206,361. 
Although the conflicting claims are not identical, they are not patentably distinct from each other 
because of the following reasons. 

Claim 91 of copending application 10/206,361 recites a method for treating a mammal 
having either a multidrug resistant tumor that expresses a tumor associated antigen or a multidrug 
resistant disease caused by an infectious agent, said method comprising the steps of (I) 
administering an antibody composite to said mammal, wherein said antibody composite 
comprises: 
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(a) at least one antibody component that binds with a first epitope of a multidrug 
transporter protein, and 

(b) at least one antibody component that binds with a first epitope of an antigen, 
wherein said antigen is associated with said tumor or said infectious agent, wherein said antibody 
components are selected from the group consisting: of 

(i) a murine monoclonal antibody, 

(ii) a humanized antibody derived from (i), 

(iii) a human monoclonal antibody, 

(iv) a subhuman primate antibody and 

(v) an antibody fragment derived from (i), (ii), (iii) or (iv); wherein said antibody 
fragment is selected from the group consisting of F(ab')2, F(ab)2, Fab', Fab, Fv, sFv and minimal 
recognition units; wherein said multidrug transporter protein is selected from the group 
consisting: of P-glycoprotein, OtrB, Tel(L), Mmr, Actll, TcmA, Nor As, QacA, CmlA, Bcr, 
EmrB, EmrD, AcrE, EnvD, MexB, Smr, OacE, Mvrc, MsrA, DrrA, DrrB, Tire, Bmr, TetA and 
OprK; 

(II) administering a therapeutic agent to said mammal, wherein said therapeutic agent is 
selected from the group consisting of cancer chemotherapeutic drug, antiviral drug, antifungal 
drug, antibacterial drug and antiprotozoal drugs and 

(HI) administering an immunomodulator to said mammal wherein said immunomodulator 
is selected from the group consisting of cytokine, stem cell growth factor and hematopoietic 
factor, wherein said immunomodulator is administered subsequent to said administration of said 
antibody composite (species). 

Although the claims are not identical, the binding specificity of the antibody composite 
(polyspecific antibody) in the claimed method of instant application is the same as the claim 91 of 
copending application 10/206,361. Further, copending claim 91 of 10/206,361 is species claim to 
the genus claims of the instant application and therefore anticipates the claimed invention. An 
issuance of a patent to instant application would include the claimed subject matter of 
10/206,361. 

This is a provisional obviousness-type double patenting rejection because the conflicting 
claims have not in fact been patented. 



11. No claim is allowed. 
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12. Any inquiry concerning this communication or earlier communications from the examiner should 
be directed to Phuong Huynh "NEON" whose telephone number is (571) 272-0846. The 
examiner can normally be reached Monday through Friday from 9:00 am to 5:30 p.m. A message 
may be left on the examiner's voice mail service. If attempts to reach the examiner by telephone 
are unsuccessful, the examiner's supervisor, Christina Chan can be reached on (571) 272-0841. 
The IFW official Fax number is (571) 273-8300. 

13. Any information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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